THL'S OPI NI ON WAS NOT__ WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered today (1)
was not witten for publication in a law journal and (2) is
not bi ndi ng precedent of the Board.
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DECI S| ON ON APPEAL

This is a decision on appeal fromthe exam ner's final

rejection of claims 1 through 9, which are all of the clains

Yppplication for patent filed Novenber 2, 1995. According to
appel lants, this application is a continuation of application no. 08/294, 213,
filed August 22, 1994, now abandoned.
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pending in this application.

W REVERSE

Appel lants' invention relates to a radiation conpatible
[ ubricant for a nedical device such as an intravenous (1V)
catheter. Cdainms 1, 4 and 7 are illustrative of the subject
matter on appeal and are reproduced bel ow

1. A nedical device coated with a mxture of a silicone

based | ubricant and either vitamn E or vitamn E

acet at e.

4. A method of sterilizing a nmedical device conprising:

coating the nedical device with a m xture of a silicone

based lubricant and either vitamn E or vitamn E

acetate; and irradiating the nmedical device.

7. A lubricant that does not substantially increase in

viscosity after irradiation for use wth a nedi cal

device, conprising a mxture of a silicone based

| ubricant and either vitamn E or vitamn E acetate.

The prior art references of record relied upon by the

exam ner in rejecting the appeal ed cl ai ns are:

Hyans 4,459, 318 Jul .
1984

Yoshi da 4, 645, 482 Feb.
1987

Wwng et al. 4,838, 876 Jun.
1989

(Wong)

Val entine et al. 5, 037, 419 Aug.

2

10,
24,

13,
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1991
(Val enti ne)
Scarpelli et al. 5,043, 161 Aug. 27
1991
(Scarpelli)
Soper 5,071, 706 Dec. 10,
1991
The following rejections are before us for review
(1) claims 1 through 3 stand rejected under 35 U . S.C. 8§

103 as bei ng unpat entabl e over Yoshida in view of Val enti ne;

(2) clainms 4 through 9 stand rejected under 35 U S. C
8§ 103 as bei ng unpatentabl e over Yoshida in view of Val entine,
as applied to claim1, and further in view of Hyans;?

(3) clainms 1 through 3 stand rejected under 35 U S. C
8 103 as being unpatentable over Wng in view of Soper and
Scarpel li; and

(4) claims 4 through 9 stand rejected under 35 U S.C. §
103 as bei ng unpat ent abl e over Whng in view of Soper and

Scarpelli, as applied to claim1l, and further in view of

Hyans.

Z|nthat claim7 is directed to a |ubricant per se and is broader than
claiml1l, which is directed to the conbination of a medical device coated with
the lubricant, it is not clear why it was not included in Rejection (1).

3
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The full text of the examner's rejections and the
responses to the argunents presented by appellants appear in
the answer (Paper No. 15, nailed July 22, 1996), while the
conpl ete statenent of appellants’ argunents can be found in

the brief (Paper No. 14, filed May 20, 1996).

OPI NI ON
In reaching our decision in this appeal, we have given
careful consideration to the appellants' specification and

clainms, to the applied prior art references, and to the

respective positions articulated by the appellants and the
exam ner. Upon evaluation of all the evidence before us, it
S

our conclusion that the evidence adduced by the exam ner is

insufficient to establish a prina facie case of obvi ousness

wWth respect to independent clains 1, 4 and 7. Accordingly,
we wll not sustain the examner's rejections of claiml, 4
and 7, and clains 2, 3, 5, 6, 8 and 9 dependent thereon, under
35 U.S.C. 8 103. Qur reasoning for this determ nation

foll ows.
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The test for obviousness is what the conbi ned teachings
of the references woul d have suggested to one of ordinary

skill in the art. See In re Young, 927 F.2d 588, 591, 18

UsP2d 1089, 1091 (Fed. Cir. 1991) and In re Keller, 642 F.2d

413, 425, 208 USPQ 871, 881 (CCPA 1981). Furthernore, the
conclusion that the clainmed subject matter is obvious nust be
supported by evidence, as shown by sone objective teaching in
the prior art or by know edge generally avail able to one of
ordinary skill in the art that would have | ed that individua
to conmbi ne the rel evant teachings of the references to arrive

at the clained i nventi on. See In re Fine, 837 F.2d 1071,

1074, 5 USPQ2d 1596, 1598 (Fed. Cir. 1988). The exam ner may

not, because of doubt that the

invention is patentable, resort to specul ati on, unfounded
assunption or hindsight reconstruction to supply deficiencies

in the factual basis for the rejection. See In re Warner, 379

F.2d 1011, 1017, 154 USPQ 173, 178 (CCPA 1967), cert. denied,

389 U. S. 1057 (1968). Qur reviewi ng court has repeatedly
cauti oned agai nst enpl oyi ng hi ndsi ght by using the appellant's

5
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di scl osure as a blueprint to reconstruct the clained invention
fromthe isolated teachings of the prior art. See, e.q.,

G ain Processing Corp. v. Anerican M ze-Products Co., 840

F.2d 902, 907, 5 USPQd 1788, 1792 (Fed. G r. 1988).

The Rejection of Jdains 1-3 Under 35 U.S.C. 8§ 103
Over Yoshida in view of Val entine

Claim1l recites a nmedical device coated with a m xture of
a silicone based lubricant and either vitamn E or vitamn E
acet at e.

Yoshi da teaches a nedi cal bag, such as a bl ood bag,
conprising a pair of heat-seal able thernoplastic plastic
sheets (e.g., polyvinyl chloride, polyolefin such as
pol yet hyl ene, an et hyl ene-vinyl acetate copolyner or the |ike)
(col. 4, lines 60-68) with polyvinyl chloride being the
preferred material (col. 2, lines 12, 13). 1In order to

prevent bl ood platelets from

adhering to the plastic sheets and the sheets from adhering to
each other, the plastic sheets formng the sides of the bag
are coated with a solution of a silicone resin conposition
cont ai ni ng di et hyl si | oxane and an am nosil ane coupling agent

6
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(col. 1, lines 37-43 and col. 1, line 55 through col. 2, line
6). The resin solution reacts at roomtenperature with

at nospheric noisture and is crosslinked to formgel-1ike

| ayers on each of the sheets. The sheets are then superposed
and heat -seal ed around the peripheral portions of the sheets
to provide a nedical bag. Wuere the plastic sheets are nade
of polyvinyl chloride, the gel-like coatings al so prevent
elution of plasticizer fromthe sheets to the blood stored in
the bag (col. 6, |lines 58-60).

Val entine di scloses that a suitable bl ood bag system can
be made using vitamin E in conbination wwth a flexible plastic
mat eri al essentially free of blood extractables, such as
pl asticizers, found in conventional blood bags made of
pol yvinyl chloride (PVC) (col. 1, lines 5-23 and 59-62).
According to Val enti ne,

[t]he vitamin E can be incorporated in concentrated form

or added as solution in a suitable solvent, e.g. alcohol,

at the desired concentration to the bl ood bag or at | east
one

conpartment thereof. It is also contenplated that
the vitamin E can be incorporated into the plastic
material directly, using conventional techniques, so

7
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that an effective anmount of vitamin E will be in
contact with the bl ood during storage.

It is believed that any nethod of incorporating the
vitamn E into the blood bag systemso as to increase the
bl ood stability is suitable for the present invention.
For exanple, the vitam n E can be present in the
bl ood- cont ai ni ng conpartment or can be stored in a second
seal ed conpartnent attached to the main body of the bag
or the tubing and then added to the bl ood after bl ood
collection. (Col. 7, lines 3-18).
The exam ner describes Val entine as teaching "the coating
of the inside of a blood bag with |ubricous vitamn E"
(answer, page 4) and concludes that "[i]t would have been
obvi ous to one of ordinary skill in the art to add the vitamn
Etothe silicone resin of the inner |ayer of the bl ood bag of
Yoshida to increase bl ood conponent stability" (id. at 4 and
5).
In our opinion, the exam ner’s stated position is based
on i nperm ssi bl e hindsi ght gl eaned from appel |l ants' own
di scl osure and not fromany fair teaching or suggestion found
in the applied Yoshida and Val enti ne patents thensel ves.
Contrary to the

exam ner's assertion, Valentine does not disclose that vitamn

E
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may be applied as a coating® to the inside of the blood bag or
that vitamn E is "lubricous"” or useful as a |ubricant.

Rat her, as correctly pointed out by appellants (brief, page
4), Valentine teaches the addition of vitamn E to increase

bl ood conponent stability of blood stored in a blood bag that

is essentially free of plasticizers. W can perceive no

teaching in Valentine that the addition of vitamn E would
have any beneficial effect on the stability of blood stored in
a conventional PVC bl ood bag, which contains plasticizers,
such as taught by Yoshida. Absent the disclosure of the
present application, it is our opinion that one of ordinary
skill in the art would not have been notivated to nodify the
bl ood bag of Yoshida in the manner urged by the exam ner so as
to arrive at the subject matter set forth in appellants’
i ndependent claim 1l on appeal.

For the reasons set forth above, the rejection of claim1l
under 35 U. S.C. 8§ 103 based on Yoshida and Valentine is

rever sed

3 Consistent with the speci fication, we construe the verb "coat" to mean
"2. To cover with a layer, as of paint."” Wbster's Il New Riverside University
Dictionary, (1984).
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Clains 2 and 3 are dependent on claim1 and contain all
of
the limtations of that claim Accordingly, the examner’s
rejection of clains 2 and 3 will also be reversed.

The Rejection of Jdains 4-9 Under 35 U.S.C. 8§ 103
Over Yoshida in view of Val entine and Hyans

Claim4 recites a nethod of sterilizing a nmedical device
conprising the steps of coating the nedical device with a
m xt ure
of a silicone based |ubricant and either vitamn E or vitamn
E acetate and irradiating the nedical device. Caim7 calls
for a lubricant that does not substantially increase in
viscosity after irradiation for use wwth a nedi cal devi ce,
conprising a mxture of a silicone based |ubricant and either
vitamin E or vitam n E acetate.

The exam ner cites Hyans as evidence that it was well
known at the tinme appellants nade their invention to sterilize
medi cal equi pment using radiation. It is the examner's
position that, in view of Hyans, "[i]t would have been obvi ous
to one of ordinary skill in the art to sterilize the bl ood bag
of Yoshida as nodified by Valentine with radiation"” (answer,

10
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page 5).

Qur review of Hyans reveals that it does not overcone the
deficiency in the Yoshi da-Val entine conbi nati on di scussed
above.

Thus, the rejection of clainms 4 and 7 nmust al so be reversed.

It

follows that the rejection of dependent clains 5, 6, 8 and 9

is |likew se reversed.

The Rejection of dains 1-3 Under 35 U.S.C. § 103
Over Wng in view of Soper and Scar pel |

The Wbng patent is drawn to a silicone rubber catheter
possessi ng i nproved surface norphol ogy, at |east the surface
of
the catheter to be inserted in the body having bonded thereto
the reaction product of a conposition conprising: (1) at |east
one crosslinkabl e polysiloxane; (2) an innocuous |ubricating
agent; and (3) a crosslinking agent (abstract). W ng defines
"I nnocuous" to nean that the lubricating agent "wi |l not

11
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adversely react with the polysil oxane, e.g. preclude its

ability to crosslink and thereby bond to the surface of the

catheter” (col. 3, lines 7-10). The preferred lubricating
agent is disclosed as silicone oil (col. 3, lines 17-20).
Both the Scarpelli and Soper patents are directed to

the preparation of m croencapsul ated products having an oily

core material. See, Scarpelli, col. 1, lines 6-16 and Soper,
col. 1, lines 3-6. The products are disclosed as being useful
in

enol lients or deodorants. See, Scarpelli, col. 3, lines 28

and 29 and Soper, col. 3, lines 16-18. Anobng the materials
described in each of the patents as being suitable for the
core material are mneral oil, and other |ubricant oils,

enol lients, fragrance oils, escalol and other oily sunscreen
materials, aloe vera, silicone oil, jojoba oil, esters of
vitamn E, such as vitamn E acetate, vitamn E |inol eate,
vitamin E palmtate, vitamn A nenthol eucal yptus

formul ations, fruit oils, e.g., lenmon oil,

12
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citrus base fragrance oil, and other citrus fragrances, oily
col or producing naterials. See, Scarpelli, col. 2, lines 46-
55 and Soper, col. 2, lines 36-45.

Havi ng thoroughly reviewed the references relied on by
the exam ner, we find ourselves in agreenent with appellants
that neither Soper nor Scarpelli may be relied on as
appropri ate evidence of obviousness under 35 U. S.C. § 103.
Appel lants' invention relates to the field of nedical devices
and, nore particularly, to lubricants for nedical devices.
Soper and Scarpelli are clearly not in the sane field of
endeavor as appellants' invention. Further, neither reference
is reasonably pertinent to the particular problemw th which

t he appel |l ants

were concerned, i.e., lubricant degradati on when exposed to
radi ati on. Thus, we are of the view that both Soper and
Scarpelli are nonanal ogous art.

In addition, Wng teaches silicone oil as a l|lubricating
oil in the disclosed conposition because silicone oil wll not

13
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interfere with the ability of the polysil oxane conponent to
crosslink. There is sinply no teaching in either Soper or
Scarpelli that vitamn E or vitamn E acetate has the sane
"innocuous" effect as silicone oil. Thus, absent the
appel l ants’ own di sclosure, we can think of no reason why one
of ordinary skill in this art would have been notivated to
conbi ne the diverse teachings of Wng and Soper or Scar pel |
as the exam ner has proposed. Accordingly, we will not
sustain the examner's rejection of clains 1 through 3.

The Rejection of dains 4-9 Under 35 U.S.C. § 103
Over Wng in view of Soper, Scarpelli and Hyans

For the reasons set forth above, we will also not sustain
the rejection of clains 4 through 9 under 35 U.S.C. 8§ 103

based on Wng, Soper, Scarpelli and Hyans.

CONCLUSI ON

To summarize, all of the rejections of clains 1 through 9

14
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under 35 U.S.C. 8 103 are reversed.

REVERSED

| RW N CHARLES COHEN
Adm ni strative Patent Judge

BOARD OF PATENT
APPEALS AND
| NTERFERENCES

JOHN P. McQUADE
Adm ni strative Patent Judge

JOHN F. GONZALES
Adm ni strative Patent Judge

N N N N N N N N N N N N

vsh
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Ri chard J. Rodrick

Bect on Di ckerson and Conpany
1 Becton Drive

Franklin Lakes, NJ 07417-1880
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